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EDITORIAL
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Dear Readers, 

 We are happy to publish the 45th issue of Pharma Web Newsletter for Jan – 
Mar 2020. 

 We regret to inform the delay in publishing this issue, due to COVID 2019 and 
we are decided to publish e-newsletter of this issue. We are sending this issue through 
email and What's app, and the forthcoming issues will send by hard copy.

 This 45th issue contains the following lectures given by various resource 
persons, the seminar which was conducted by Pharmexcil, in Chennai, on 15th 
February 2020.

Ÿ Regulatory Strategy for Emerging Markets  - Mr. Sadiq Bashah, Vice 
President – Regulatory Affairs, Strides Pharma Science Ltd., Bangalore

Ÿ Indian Pharma Exports Unlocking the Potential for SMEs - Ms. Lakshmi 
Prasanna. Ch, Sr  Regulatory Affairs Officer, Pharmexcil, Hyderabad

 We have published the various Gazette Notifications pertaining to the 
amendment of Drugs & Cosmetics Act & Rules and also important circulars issued by 
DCGI. 

 Important news items connected to our Pharmacy profession appeared in 
various national news papers are published in this issue.

 We are very much thankful to M/s. Delvin Formulations, M/s. Medopharm, M/s. 
Tablets (India) Ltd., M/s. Acid India Ltd., for the continuous support by giving 
advertisement, in order to sustain the cost of publishing of this newsletter. 

 Our special thanks to M/s. Fourrts (India) Laboratories Pvt. Ltd., for supporting 
Pharma Web advertisement and also awarding meritorious award for B. Pharm 
Students of The Tamilnadu Dr. MGR Medical University, Guindy, Chennai. 

 Hope this Newsletter will benefit our Pharma professionals. Any suggestions to 
improve our news letter are welcome.

With Best Regards,
R. NARAYANASWAMY

Chief Editor

Jan. - Feb. - Mar. - 2020
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Mr. Sadiq Bashah, 
Vice President – Regulatory Affairs, Strides Pharma Science Ltd., Bangalore

 (Lecture Delivered during the Seminar on “"Recent Advancements in Regulatory landscape of India & Emerging Markets" 
held on 15th February 2020, conducted by Pharmexcil. )

REGULATORY STRATEGY FOR EMERGING MARKETS
by

ARTICLES
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Ms. Lakshmi Prasanna. Ch,
Sr. Regulatory Affairs Officer, Pharmexcil 

 (Lecture Delivered during the Seminar on “"Recent Advancements in Regulatory landscape of India & Emerging Markets" 
held on 15th February 2020, conducted by Pharmexcil.  )

INDIAN PHARMA EXPORTS UNLOCKING THE POTENTIAL FOR SMEs

by
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Ms. Heena. S ,
Vinayaka Mission's College of Pharmacy, Salem

 Note: This article was awarded 2nd prize in the Essay Competition conducted by our Trust

MULTI FACETS OF A COMPETENT PHARMACIST

by

INTRODUCTION: “Pharmacist” a person who is professionally qualified to prepare and dispense 

medicinal drugs. Multi competent Pharmacist has  several knowledge about pharmacist field like 

identified and advocate for clinical problem-solving, decision-making, communication and 

education, evaluation and management, management of patient Traditionally, pharmacy has 

known as art and science of making medicines.

ROLE OF A PHARMACIST: Pharmacist, consult with client about over the counter medication 

for common ailments, instruct patient on how and when to take a prescribed medicine, supervise 

and train pharmacy technician, give prevent vaccination, provide health on healthy living.

CLINICAL PHARMACIST: We works in healthcare field and Work directly with physician, other 

health professional and patient to ensure that the medication prescribed for patient contribute to 

the best possible health outcomes. Taking patient medication history. Developing self 

administration scheme. Helping patient manage their own care, using electronic transfer of 

prescription. Running specialist clinics, carrying and prescribing review for the particular 

condition.

COMMUNITY PHARMACIST: We work in an independent (Retail) Pharmacy, dispensing of 

medicines, patient counseling, identifying and monitoring adverse drug reaction, demonstration 

of medical devices, maintaining patient medication records, health promotion, and nutritive 

advice.

AREA OF PHARMA INDUSTRY: Research and development: Drug discovery, reverse 

engineering, formulation, process development, upscalling from pilot to  manufacture, trouble 

shooting, stability, and packaging materials. 

Ÿ Production/Manufacturing: Production of bulk drugs and intermediates, finished 

medicines, vaccines and other biological products. 

Ÿ Packaging: Various stages of packaging of pharmaceuticals. 

Ÿ Quality Control: Product testing throughout the life cycle of the drug and finished product.
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Ÿ Quality Assurance: Preparing, reviewing and submitting documents, conducting training, 

internal audits etc., Assuring overall quality management.

Ÿ Sales and marketing: Strategic planning, team management and marketing of 

pharmaceuticals. Working as a medical representative.

Ÿ Regulatory Affairs: Preparing, reviewing, communicating, submitting, registration 

documents on pharmaceutical to regulatory agencies to get R&D, testing, production and 

marketing approvals, issues related to patent.

CATEGORIES OF COMPETENT PHARMACY: Multi disciplinary team work, Leadership and 

management, self management, Inter-personnel skills, personnel and professional, patient 

focused care, research and evaluation, public health, working with specific client group, 

prescribing support to organisation, medicines administration support, using new technology, 

existing core practice.  Pharmacists are an essential part of the healthcare multidisciplinary team. 

They help to ensure that medicines are used in the safest and most effective manner. 

1. CARE GIVER: Practices integrated and caring services along with other health 

professionals in the healthcare system.

2. LEADER: Performs as a leader for the overall welfare of the patient and community.

3. TEACHER: Educates next generation.

4. LIFE LONG LEARNER: Develops skills and updates knowledge as an ongoing process. 

5. MANAGER: Manages Men, Material, and Machine.

6. RESEARCHER: Uses evidence base to advise on rational use of medicines and provides 

unbiased health information.

7. COMMUNICATOR: Link between the prescriber and patient. Communicates health 

information to patient. 

8. DECISION MAKER: Ability to evaluate, synthesize data and provide efficacious, safe and 

cost effective use of medicines.

ETICAL PRINCIPLES: The code of ethics, formulated by the Pharmacy Council of India, for the 

guidance of Indian Pharmacist is meant to guide the Pharmacist as to how should conduct 

himself, his patients and general public, his colleagues, members of the medical and other health 

professionals. They can separate into five categories. The responsibility for the consumer, The 

community, The profession, The business and the wider healthcare team
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PROFESSION OF PHARMACY: In handling, selling, distributing, compounding, and dispensing 

of medical substances, including poisons, and potent drugs, a pharmacist in collaboration with 

medical men and others is endowed with the responsibility of safeguarding the health of the 

people. The pharmacist must understand their responsibility and fulfill their duties honorably 

keeping in mind the well being of the society. The pharmacist must be a good citizen and must 

uphold and defend the law of the state and the nation

PHARMACIST IN RELATION TO HIS JOB: The appearance of the place should reflect the 

professional character of pharmacy and indicate to the public that the practice of pharmacyis 

carried out in the establishment. They should be qualified pharmacist having personal control 

over the pharmacy.

HANDLING OF PRESCRIPTION: When a prescription is presented for dispensing, it should be 

received by a pharmacist without any comment or discussion over it, regarding the merits and 

demerits of its therapeutic efficiency. It is not within the capacity of a pharmacist to add, omit or 

substitute any ingredient or alter the composition of a prescription without the consent of the 

prescriber.

HANDLING OF DRUGS: Prescription should be correctly dispensed with drugs for standard 

quality. All the ingredients must be weighed correctly and must be in exact proportions.

PHARMACIST IN RELATION TO HIS TRADE: Price structure, Fair trade practice, Purchase of 

drug, Hawking of drugs, Advertising and display.

PHARMACIST IN RELATION TO MEDICAL PROFESSION: Pharmacist should practice 

medicine. No pharmacist should recommend a medical practitioner, in particular. Pharmacist 

should be never entering into secret arrangement with practitioner to offer them commission by 

recommending his dispensary or drug store. He should maintain strictly the professional secrecy, 

unless required to do so by law. The Pharmacist must be a law abiding citizen and must fulfil the 

provision of the pharmaceutical and other law and regulation. He should have relationship with his 

own professional organization. He should maintain the dignity, decorum, decency and propriety 

of his profession.

CONCLUSION: Pharmacist are one who work behind this counter providing knowledge of 

evaluating prescription and establishing a comfortable counselling to individuals leading to a 

immense confidence of unfolding the diversity of condition. “IT IS EASY TO GET A THOUSAND 

PRESCRIPTIONS BUT HARD TO GET ONE SINGLE REMEDY.” 
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INFORMATION

M. PHARM & PHARM D SCHOLARSHIPS 2019-20 AWARDED BY TNPSWT
rdProfile of 1  Rank 

PHARMACEUTICS

Name:  Ms. S. Priya Dharshini

Project Title: Formulation and Evaluation of Poly Herbal Antidandruff Gel

College:  Periyar College of Pharmaceutical Sciences, Tiruchirappalli

Guide's Name: Dr. K. Reeta Vijaya Rani

PHARMACEUTICAL CHEMISTRY

Name:   Ms. Vinodhini. M 

Project Title: Design, Synthesis and Study of some novel N-Substituted Phthalimide 

Derivatives against Targeted enzyme for their Anti-cancer and Anti-

microbial activity

College: College of Pharmacy, Mother Theresa Post Graduate &  

  Research Institute of Health Sciences, Puducherry

Guide's Name: Dr.  K. Girija

PHARMACEUTICAL ANALYSIS

Name:  Ms. Tresa Thomas

Project Title: HPTLC method development and validation for the estimation of 

Levamisole and Mebendazole in bulk and in-vitro interaction study of 

Mebendazole with Atorvastatin 

College: College of Pharmacy, Sri Ramakrishna Institute of Paramedical Sciences, 

Coimbatore

Guide's Name: Dr. T. K. Ravi

PHARMACOLOGY

Name:  Ms. Arthy. M

Project Title: Investigate the Combined Effect of Melatonin And Fluvastatin In 

Dexamethasone Induced Osteoporosis in Experimental Animal  

College: College of Pharmacy, Mother Theresa Post Graduate &  

  Research Institute of Health Sciences, Puducherry

Guide's Name: Mr. J. Gopi Sudheer Kumar
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PHARMACOGNOSY

Name:  Ms. R. Harini

Project Title: Marine Pharmacognostical Study, Leading to the Design and Formulation 

of Repellent for Genetically Mutant Mosquitoes.

College: College of Pharmacy, Mother Theresa Post Graduate &  

  Research Institute of Health Sciences, Puducherry

Guide's Name: Prof. Dr. V. Gopal

PHARMACY PRACTICE

Name:  Ms. Dharani. M

Project Title: Assessment of Clinical Pharmacy Interventions for Safer Use of Medicines 

in Elderly Patients- A Prospective Observational Study

College: Faculty of Pharmacy, Sri Ramachandra Institute of Higher Education 

  and Research, Chennai

Guide's Name: Dr. P. Seenivasan

PHARM D- PHARMACY PRACTICE

Name:  Ms. Ashna Chackochan,   Ms. Mahima Maheshwari, 

  Mr. Ajith JS  

Project Title: Dosage Optimization of Leflunomide in South Indian Patients: A 

Population Based Pharmacokinetic and Pharmacodynamic Study. 

College: JSS College of Pharmacy, Ooty

Guide's Name: Dr. Arun K P

Pharma Web  36 Jan. - Feb. - Mar. - 2020



Pharma Web  37 Jan. - Feb. - Mar. - 2020



    

 

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)

NOTIFICATION

New Delhi, the 16th March, 2020
 
 G.S.R. 180 (E).—Whereas the Central Government is satisfied that the use of the drugs 
Chenodeoxycholic acid and Ursodeoxycholic acid, extracted and prepared from porcine sources, are 
likely to involve certain risk to human beings and animals and that it is necessary and expedient to 
prohibit the import of the said drugs in the public interest;

 Now, therefore, in exercise of the powers conferred by section 10A of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), the Central Government hereby makes the following amendment in 
the notification of the Government of India in the Ministry of Health and Family Welfare number G.S.R. 
577(E), dated the 23rd July, 1983, namely:―

 In the said notification, in the Table, after serial number 13 and the entry relating thereto, the 
following serial number and entry shall be inserted, namely:―

 "14. Chenodeoxycholic acid extracted and prepared from porcine sources.

 15. Ursodeoxycholic acid extracted and prepared from porcine sources.”.

[F.No. X.11014/1/2020-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note: The principal notification was published in the Gazette of India, Extraordinary, Part II, section 3, 
sub-section (I)vide notification number G.S.R. 577(E), dated the 23rd July, 1983 and lastly 
amended vide notification number G.S.R. 52(E), dated the 27th January, 2020.
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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)

NOTIFICATION

New Delhi, the 11th February, 2020
 
 G.S.R. 101 (E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics 
Rules, 1945, was published as required under sub-section(1) of section 12 and sub-section(1) of 
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) vide notification of the Government of 
India in the Ministry of Health and Family Welfare (Department of Health and Family Welfare) number 
G.S.R. 447(E), dated the 24th June, 2019, in the Gazette of India, Extraordinary, Part II, section 3, sub-
section (i), inviting objections and suggestions from persons likely to be affected thereby before the 
expiry of a period of thirty days from the date on which the copies of the Official Gazette containing the 
said notification were made available to the public;

 And whereas copies of the said Official Gazette were made available to the public on the 24th 
June, 2019; 

 And whereas objections and suggestions received from the public on the said rules have 
been considered by the Central Government;

 Now, therefore, in exercise of the powers conferred under sections 12 and 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs 
Technical Advisory Board, hereby makes the following rules further to amend the Drugs and 
Cosmetics Rules, 1945, namely:―

1.  (1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 2020.

 (2) They shall come into force on the 1st day of March, 2021.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 2,-
 (i) existing clause (ea) shall be re-lettered as clause (eb), and before clause (eb) as so re-
lettered, the following clause shall be inserted, namely:―

‘(ea) “Marketer” means a person who as an agent or in any other capacity adopts any drug 
manufactured by another manufacturer under an agreement for marketing of such drug by labeling or 
affixing his name on the label of the drug with a view for its sale and distribution;’ ;

 (ii) existing clauses (ea) and (eb) shall respectively be re-lettered as (eb) and (ec).

3. In the said rules, after rule 84C, the following rules shall be inserted, namely:―

“84D. Agreement for marketing.- No marketer shall adopt any drug manufactured by another 
manufacturer for marketing of such drug by labeling or affixing his name on the label of the drug with a 
view for its sale and distribution without an agreement as referred to in clause (ea) of rule 2.
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84E. Responsibility of marketer of the drugs.- Any marketer who sells or distributes any drug shall be 
responsible for quality of that drug as well as other regulatory compliances along with the manufacturer 
under these rules.” 

4. In the said rules, in rule 96, after sub-clause (xii) of clause (1), the following sub-clause shall be
inserted, namely:―

“(xiii) The name of the marketer of the drug and its address, in case the drug is marketed by a marketer:

 Provided that if the drug is contained in an ampoule or a similar small container, it shall be
enough if only the name of the marketer is shown.”

[F. No. X.11014/22/2018 -DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note:- The principal rules were published in the Official Gazette vide notification number F.28-10/45-H 
(1) dated 21st December, 1945 and last amended vide notification number G.S.R. 828(E), dated 
the 6th November, 2019.
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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)

NOTIFICATION

New Delhi, the 11th February, 2020
 
 S.O. 648(E).— In pursuance of sub-clause (iv) of clause (b) of section 3 of the Drugs and 
CosmeticsAct, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical 
Advisory Board, hereby specifies the following devices intended for use in human beings or animals 
as drugs with effect from the 1st day of April, 2020, namely:―

 All devices including an instrument, apparatus, appliance, implant, material or other article, 
whether used alone or in combination, including a software or an accessory, intended by its 
manufacturer to be used specially for human beings or animals which does not achieve the primary 
intended action in or on human body or animals by any pharmacological or immunological or 
metabolic means, but which may assist in its intended function by such means for one or more of the 
specific purposes of ―

 (i) diagnosis, prevention, monitoring, treatment or alleviation of any disease or disorder;
 (ii) diagnosis, monitoring, treatment, alleviation or assistance for, any injury or disability;
 (iii) investigation, replacement or modification or support of the anatomy or of a physiological
 process;
 (iv) supporting or sustaining life;
 (v) disinfection of medical devices; and

 (vi) control of conception. 

[F.No. X.11035/281/2018-DRS]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)

NOTIFICATION

New Delhi, the 27th January, 2020
 
 G.S.R. 52(E). Whereas the Central Government, on being satisfied that the use of the drug 
Oxytocin and its formulation in any name or manner is likely to involve certain risk to human beings 
and animals, prohibited the import of the said drugs in public interest by amending the notification 
number G.S.R. 577(E), dated the 23rd July, 1983 vide notification of the Government of India in the 
Ministry of Health and Family Welfare number G.S.R. 390(E), dated the 24th April, 2018;

 And whereas, subsequent to issuance of the said notification number G.S.R. 390(E), dated 
the 24th April, 2018 for prohibition of import of drug Oxytocin and its formulation in any name or 
manner, the Central Government received representations from various stakeholders to allow import 
of Oxytocin reference standards for the purpose of examination, test or analysis;

 And whereas, the Central Government is satisfied that import of Oxytocin reference 
standards is necessary exclusively for the purpose of examination, test or analysis before carrying out
commercial manufacturing of the said drug;

 Now, therefore, in exercise of the powers conferred by section 10A of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), the Central Government hereby makes the following amendment in 
the notification of the Government of India in the Ministry of Health and Family Welfare number G.S.R. 
577(E), dated the 23rd July, 1983, namely:-

 In the said notification, in the Table, for serial number 12 and the entry relating thereto, the 
following serial number and entry shall be inserted, namely:-

"12. Oxytocin and its formulation in any name or manner except Oxytocin reference standards 
imported exclusively for the purpose of test and analysis.”

[F. No. X.11014/2/2018-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note: The principal notification was published in the Gazette of India, Extraordinary, Part II, section 3, 
sub-section (i) vide G.S.R. 577(E), dated the 23rd July, 1983 and lastly amended vide 
notification number G.S.R. 1074(E), dated the 30th October, 2018.
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NEWS

 T h e  U . S .  F o o d  a n d  D r u g 
Administration, approved the first generic 
version of Daraprim, a drug used to treat a 
disease resulting from a parasite infection.

 Daraprim came under the spotlight 
after a company once run by "pharma bro" 
Martin Shkreli bought the rights to the drug and 
then quickly raised the price from $17.50 per 
tablet to $750, while also taking steps to 
ensure there would not be a cheaper generic 
version of the medicine.

 T h e  d r u g  i s  u s e d  t o  t r e a t 
toxoplasmosis, a disease that causes flu-like 
symptoms and occurs usually by eating 
undercooked contaminated meat.

 The disease is considered to be the 
leading cause of death due to food borne 

illness in the United States, the U.S. health 
regulator said.

 The agency gave the approval to 
Cerovene Inc for a generic version of 
Daraprim.

 "Today's approval is especial ly 
important for populations that are more 
susceptible to toxoplasmosis infections, such 
as pregnant women and individuals with HIV or 
AIDS," FDA Commissioner Stephen Hahn 
said.

 The FDA has been trying to address 
the challenge of closing loopholes that allow 
brand-name drug companies to delay generic 
competition.

Source: ET Healthworld, 29th February 2020

US FDA Approves First Generic Version of $750 Daraprim Drug
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 Piramal Glass Ltd (PGL) will invest Rs 
300 crore to set up a plant at Jambusar near 
Bharuch.

 The glass packaging solutions major 
which caters to high-end cosmet ics, 
pe r fumery,  f ood  and  beve rage  and 
pharmaceutical industry will set up one new 
furnace with seven new manufacturing on a 3 
lakh sqft land.

 “ T h e  p l a n t  w i l l  c o m m e n c e 
manufacturing from December this year. It will 
manufacture speciality bottles catering to 
Indian, Asian, European and the US markets,” 
said Vijay Shah, executive director, PGL.

 Shah said that the company will invest 
another Rs 120 crore in its Kosamba plant and 
hire a total of 1,000 new employees during 
expansion in Jambusar as well as Kosamba.
PGL has a global sales of Rs 2,500 crore and it 
operates from India, Sri Lanka and the US. The 
firm's current manufacturing capacity is 540 
tonnes per day and with the new Jambusar 
plant, it will add another 250 tonnes per day to 
its capacity. The firm provides end-to-end 
glass packaging solutions in nearly 50 
countries.

Source: ET Healthworld, 2nd March 2020

Piramal to Invest Rs 300cr in New Plant
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 Government think tank Niti Aayog and 

the health ministry have arrived at a 

consensus on the Medical Devices Bill, 

according to sources, ending months of 

wrangling over several issues, including what 

will encourage domestic manufacturing.

 Sources told ET that the final draft of 

the Medical Devices (Safety, Effectiveness 

and Innovation) Bill, 2019, proposes that 

medical devices should be regulated by a 

separate division under the Central Drugs 

Standard Control Organisation (CDSCO).

 “All stakeholders have arrived at a 

consensus over the bill and we will soon make 

a presentation before the PMO (Prime 

Minister's Office) for their approval,” one of the 

people cited earlier told ET, requesting not to 

be named.

 The division that will monitor medical 

devices will be headed by a technical expert, 

and there will be no separate regulator, as 

conceptualised by the Aayog earlier.

 Besides, the regulation of the devices 

will be under a separate Act and not under the 

Drugs and Cosmetics Act, 1940, as was being 

pushed by the health ministry.

 This fol lows several  rounds of 

discussions over the last few months to 

resolve the impasse created by the Aayog and 

the ministry pushing their own prescriptions.

 A consensus was arrived at after the 

PMO intervened, given the urgency to push 

domestic manufacturing of medical devices in 

a big way to bring down costs as well as reduce 

imports.

 However, the decision to use IIT labs 

for certification of these devices, as well as 

ensuring that certification is of global 

standards and there is no need for dual 

certification, would be taken up at a later stage 

once the Bill is passed by Parliament, the 

person cited earlier.

 The ministry will soon move a cabinet 

note on this. After approval, the Bill will be 

tabled in Parliament.

 The CDSCO, under the health ministry, 

regulates the safety, efficacy and quality of 

notified medical devices under the provisions 

of the Drugs and Cosmetics Act, 1940, and 

Rules made there under.

 However, this has been a bone of 

contention between the ministry and the 

Aayog, with the latter being of the view that 

drugs and devices are two different things and 

cannot be regulated by a drug expert.

 Currently, only 23 categories of 

medical devices are regulated in India under 

the Drugs and Cosmetics Act.

 At over $15 billion, India's medical 

devices market is the fourth largest in Asia 

after Japan, China and South Korea, and is 

projected to grow to $50 billion by 2025. India 

imports 80% of its medical devices.

Source:ET Healthworld, 2nd March 2020

Niti Aayog, Health Ministry Reach Consensus on Medical Devices Bill
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 The Supreme Court (SC) has set aside 
the injunction order of National Company Law 
Appellate Tribunal (NCLAT) which stayed the 
sale of Orchid Pharma to Dhanuka Labs citing 
the bid price was lower than liquidation value.

 The NCLAT stay was granted in 
response to a petition filed by Accord Life Spec 
Private Ltd., a company promoted by DMK MP 
Jagatrakshagan's family members.

 It also ordered that SBI be impleaded in 
the case as one of the respondents. SBI 
moved the apex court and sought quashing of 
the NCLAT injunction.

 Pursuant to the ongoing Corporate 
Insolvency Resolution Process (CIRP), we 
hereby inform that the appeal filed before the 
SC was disposed of on February 28, 2020. 
“Accordingly, the appeal filed in SC was 
allowed and the judgement of the NCLAT was 
set aside,” Orchid said in a stock exchange 
filing.

 The Court said, “No provision in the 
Code (IBC) or Regulations has been brought 
to our notice under which the bid of any 

Resolution Applicant has to match liquidation 
value.”

 The Chennai bench of NCLT approved 
the resolution plan of Dhanuka Laboratories 
for Rs 570 crore, to take over Orchid Pharma 
under the Insolvency and Bankruptcy Code 
(IBC).

 The liquidation value was Rs 1309 
crore.
 The resolution plan of Dhanuka 
Laboratories was lower than Orchid Pharma's 
liquidation value of Rs 1,309 crore. The bench 
noted that it was more concerned about the 
1,407 employees of Orchid Pharma, who were 
seeking their livelihood by working in this 
company.

 This was the second bid for Orchid that 
faced a regulatory bump. Ingen capital 
submitted a bid for Rs 1000 crore, but failed to 
bring in the funds which resulted in the 
collapse of the transaction. The RP was 
ordered by the NCLAT to call for fresh bids, 
which resulted in Dhanuka getting the nod.

Source:ET Healthworld, 4th March 2020

SC Annuls Orchid Pharma Sale Plea, Accord Life Suffers Setback
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 Among adults with chronic viral 
hepatitis at high risk of liver cancer, those who 
took low-dose aspirin long-term were less 
likely to develop liver cancer or to die from 
liver-related causes. The findings come from a 
study published in the New England Journal of 
Medicine and conducted by a team led by 
investigators at Karolinska Institutet and 
Örebro University Hospital in Sweden and 
Massachusetts General Hospital in the U.S.

“Rates of liver cancer and of mortality from liver 
disease are rising at an alarming pace in the 
U.S. and European countries,” says lead 
author Tracey Simon, researcher at the 
Division of Gastroenterology and Hepatology 
at Massachusetts General Hospital. “Despite 
this, there are no established treatments to 
prevent the development of liver cancer, or to 
reduce the risk of liver-related death.”

Low-dose Aspirin Linked to Reduced Liver Cancer Risk : Study
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 For the analysis,  invest igators 
examined information from Swedish registries 
on 50,275 adults who had chronic viral 
hepatitis, a type of liver infection that is caused 
by the hepatitis B or C virus and is the most 
common risk factor for liver cancer. Over a ten-
year period, 4.0 percent of patients who took 
low-dose aspirin (less than 163 mg/day) and 
8.3 percent of nonusers of aspirin developed 
liver cancer. Aspirin users had a 31 percent 
lower relative risk of developing liver cancer.

 Importantly, the study showed that the 
longer a person took low-dose aspirin, the 
greater the benefit. Compared with short-term 
use (3 months to 1 year), the risk of liver cancer 
was 10 percent lower for 1–3 years of use, 34 
percent lower for 3–5 years of use, and 43 
percent lower for 5 or more years of use. Also, 
liver-related deaths occurred in 11.0 percent of 
aspirin users compared with 17.9 percent of 

nonusers over 10 years, representing a 27 
percent lower relative risk for those who took 
the medication.

 The benefits were seen regardless of 
sex, severity of hepatitis, or type of hepatitis 
virus (B or C). The risk of internal bleeding – a 
concern when taking aspirin long-term – was 
not significantly elevated among aspirin users.

 “This is the first large-scale, nationwide 
study to demonstrate that the use of aspirin is 
associated with a significantly reduced long-
term risk of liver cancer and liver-related 
mortality,” says senior author Jonas F. 
Ludvigsson, professor at the Department of 
Medical Epidemiology and Biostatistics at 
Karolinska Institutet.

Source: ET Healthworld, 12th March 2020
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Dr Reddy's Launches Generic Opioid Antagonist Injection in US

 Drug firm Dr Reddy's Laboratories, 
said it has launched generic Naloxone 
Hydrochloride injection, and indicated for 
complete or partial reversal of opioid 
depression, in the US market. The company 
has launched Naloxone Hydrochloride 
injection USP, 2 mg/2 mL (1 mg/mL) single-
dose prefilled syringe after the approval from 
t h e  U n i t e d  S t a t e s  F o o d  a n d  D r u g 
Administration (USFDA), Dr Reddy's said in a 
statement.
 
 The product is a generic version of 
ADAPT Pharma Operations Ltd's Narcan 
injection, it added.

 "We are pleased to bring our second 

product to market that has been designated as 
a Competitive Generic Therapy (CGT) by the 
USFDA," Dr Reddy's Laboratories North 
America Generics CEO Marc Kikuchi said.

 With a CGT designation, the company 
has 180-day CGT exclusivity to market this 
product, he added.

 According to IQVIA Health data, 
Naloxone Hydrochloride injection USP, 2 mg/2 
mL (1 mg/mL) had US sales of around USD 31 
million (about Rs 230 crore) moving annual 
total for the most recent twelve months ended 
in January 2020.

Source: ET Healthworld, 19th March 2020
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 Today is a historic day and a landmark 
moment for patients with diabetes and other 
serious medical conditions, as insulin and 
certain other biologic drugs transition to a 
different regulatory pathway. This regulatory 
transition, mandated by Congress and 
implemented by the FDA, is incredibly 
important for patients. For the first time, a 
pathway will be open for products that are 
proposed as biosimilar to, or interchangeable 
with, the transitioned products. The availability 
of  safe and effect ive b ios imi lar  and 
interchangeable versions of these treatments, 
including insulin, is expected to increase 
patient access, adding more choices and 
potentially reducing costs of these vital 
therapies.

 Biologic drugs, including insulin, treat 
some of the most serious diseases and 
conditions. The drugs transitioning today are 
used in the treatment, diagnosis and 

prevention of many of these conditions, 
including diabetes, respiratory distress 
syndrome, fertility conditions, Cushing's 
syndrome, deep vein thrombosis, Gaucher 
disease and many more. But these life-saving 
drugs often also contribute significantly to drug 
costs. Historically, it was more difficult to 
develop generic versions of these drugs under 
the Federal Food, Drug and Cosmetic (FD&C) 
Act due to scientific challenges and limitations 
on the scope of data that can be relied upon in 
a generic drug application. This framework 
contributed to limited competition for these 
drugs, resulting in fewer choices and higher 
prices for patients. Today's transition opens a 
new pathway for manufacturers to seek FDA 
approval of and bring biosimilar and 
interchangeable versions of insulin and other 
transitioning products to market, facilitating 
greater competition.

Source: ET Healthworld, 23rd March 2020

Insulin Gains New Pathway to Increased Competition : USFDA
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Aurobindo, Sandoz Call off USD 900mn Deal

  Aurobindo Pharma, said the USD 900 
million deal to acquire Sandoz Inc's US-based 
gener ic oral  sol ids and dermatology 
businesses, has been mutually called off. "The 
decision was taken as approval from the US 
Federal Trade Commission for the transaction 
was not obtained within anticipated timelines," 
Aurobindo Pharma said in a regulatory filing.

 In September 2018, Aurobindo 
Pharma had said its US subsidiary has entered 
into a pact to acquire commercial operations 
and three manufacturing facilities in America 

from Sandoz Inc, USA, for USD 900 million.
 The acquisition was to be made 
through i ts whol ly-owned subsidiary, 
Aurobindo Pharma USA Inc.

 The transaction if completed would 
have positioned the Hyderabad-based firm as 
the second largest dermatology player and the 
second largest generics company in the US by 
prescriptions

Source: ET Healthworld, 2nd April 2020
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 Pharma major Cipla, announced the 
successful completion of Phase-3 clinical 
study for generic fluticasone propionate and 
salmeterol inhalation powder indicated for 
treatment of asthma and chronic obstructive 
pulmonary disease. The study results 
demonstrate that  Cip la 's  f lu t icasone 
propionate and salmeterol inhalation powder 
100/50 mcg is therapeutically equivalent to 
Advair Diskus 100/50 mcg, Cipla said in a 
statement.
 
 The Phase-3 study, which successfully 
completed in the first attempt, was conducted 
over a period of 15 months at over 100 sites in 
the US enrolling 1,400 asthma patients, it 
added.

 "This is an important milestone and is a 
testament to Cipla's strong respiratory 
capabilities and will go a long way in 
strengthening our respiratory franchise in the 
US," Cipla MD and Global CEO Umang Vohra 
said.

 Unmatched presence across the care 
continuum and the widest range of drug-
device combinations has established Cipla's 
position as a lung leader in India and other key 
emerging markets, he added.

 "Our endeavour is to extend this 
expertise across developed markets through 
niche product development," Vohra said.

 According to IQVIA, Advair Diskus and 
its generic equivalents registered a total US 
sales of approximately USD 2.9 billion for the 
12-month period ending February 2020, Cipla 
said.

 The product is indicated to treat 
asthma in patients of 4 years and older as a 
twice-daily prescription medicine and in long-
term to treat chronic obstructive pulmonary 
disease, including chronic bronchit is, 
emphysema, or both, for better breathing and 
fewer flare-ups, it added.

Source: ET Healthworld, 2nd April 2020

Cipla Completes Successful Phase-3 Clinical Study of Generic Asthma Drug

Lupin Launches Generic Drug Used for Prevention of 
Organ Rejection In Kidney Transplant In US

  Drug firm Lupin said it has launched 
generic Mycophenolic acid delayed-release 
tablets, which is used to prevent organ 
rejection in patients receiving kidney 
transplants in the US market. The company 
has launched the tablets in the strengths of 
180 mg and 360 mg, Lupin said in a statement.

 Company's alliance partner Concord 
Biotech Ltd had received an approval from the 
United States Food and Drug Administration 
(USFDA) earlier for the product, it added.

 The tablets are generic version of 
Novartis Pharmaceuticals Corporation's 
Myfortic delayed-release tablets, 180 mg and 
360 mg, Lupin said.

 According to IQVIA MAT February 
2020 data, Mycophenolic acid delayed-
release tablets USP had an annual sales of 
around USD 156 million in the US, it added.

Source: ET Healthworld, 6th April 2020
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 Amid concerns related to rise in prices 
of essential commodities and pharmaceutical 
products in the wake of the Covid-19 outbreak, 
the Centre notified all medical devices sold in 
the country as 'drugs' from April 1, bringing 
them under the purview of price control and 
prohibiting companies from increasing prices 
of these products by more than 10% annually.

 “Medical device intended for use in 
human beings or animals have been notified 
as drugs with effect from April 1, 2020, all 
medical devices shall accordingly be governed 
under the provisions of Drug Price Control 
Order, 2013,” an order by the National 
Pharmaceutical Pricing Authority (NPPA).

 Following this order, all medical 
devices used to treat a patient — be it syringes, 
needles, cardiac stents, knee implant, digital 
thermometers, CT scan, MRIs, dialysis 
machines — will be under government 
regulation.

 As per the notification, four medical 

devices — cardiac stents, drug eluting stents, 
condoms and intra uterine devices (Cu-T) — 
are scheduled medical devices for which 
ceiling prices have been fixed.

 The objective of the order is to ensure 
that no manufacturer or importer increases the 
price of a drug by more than 10% of the MRP 
during the preceding 12 months.

 NPPA said the price control order was 
“a major tool in the fight with the emerging 
situation due to Covid-19”.

 NPPA has also asked states to ensure 
availability of essential medical commodities, 
including personal protection equipment, 
masks, sanitisers, gloves, testing kits etc. In a 
letter to chief secretaries, the NPPA head 
asked states to assess stock situation of 
essential commodities for the next two months 
and also inform the Centre about production 
and availability details.

Source: ET Healthworld, 2nd April 2020

All Med Devices Now Classified as 'Drugs': Govt

Pharma Exports to Miss USD 22 billion Target Due to Lockdown: Official

  Pharma exports from India may 
witness a dip in growth due to ongoing 
lockdown and also export restrictions imposed 
o n  c e r t a i n  d r u g s ,  a  t o p  o f f i c i a l  o f 
Pharmaceuticals Export Promotion Council, a 
body under the Ministry of Commerce which 
earlier estimated that exports may cross USD 
22 billion in FY 20 has said. Udaya Bhaskar, 
Director General of Pharmexcil said Pharma 
exports were pegged at USD 19.14 billion 
during the last fiscal.

 He also said the global situation of 
coronavirus spread became unpredictable 
with each country imposing certain tailor-made 
restrictions.

 He said the exports in March 2019 
alone stood at USD 2.1 billion which prompted 
the exports estimation to be pegged at USD 22 
billion for the Fy20.

 The exports were at USD 17.28 billion 
during 2017- 18.
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 India restricted exports of Paracetamol 
and Hydroxychloroquine, among some other 
drugs to other countries in view of their 
perceived role in Covid-19 treatment.

 "As far as exports are concerned, since 
there are several restrictions, we may cross 
last years figure. Last year we did USD 19.14 
billion worth of pharma exports. By February 
ending this year we achieved USD 18.74 
billion. Even if there is a big dip in March, the 
figure may cross last (fiscal) year's mark," the 
official told''.

 According to him, India started getting 
some Active Pharmaceutical Ingredients (API) 
from China though it is still becoming difficult 
for the bulk drug to reach its destinations.
He said as of now there is no difficulty in getting 
API imports.

 The exports' promotion body recently 
wrote a letter to the Director General of Foreign 
Trade (DGFT) highlighting some of the 
problems being faced by the exporters with 
regard to getting the license for Restricted 
Export Item (Non SCOMET) for the listed 
products.

 The body said member-exporters are 
having a commitment through Irrevocable 
Commercial Letter of Credit (ICLC) before the 
date of imposition of restriction.

 And there "undue delays in issue of 
licenses" resulting in huge penalties for 
delayed supplies, loss of trust and credibility, 
demurrages for the shipments lying in ports 
a n d  u l t i m a t e l y  m a k i n g  t h e m  i n  a 
disadvantageous position of losing their 
valued importers, it told DGFT.

 "We therefore request you (DGFT) to 
issue the license/NOC for our member 
exporters on fast track mode to enable them to 
export the listed products which are of 
therapeutic use in the symptomatic treatment 
of COVID-19," the letter said.

 The Pharmexcil also requested the 
DGFT to exempt EOU (Export Oriented Units) 
from getting NOCs to export.

 An earlier notification by the DGFT 
exempted units located in SEZs and under 
Advance Licensing Scheme from the export 
restrictions.

 According to industry sources, 
Paracetamol, Hydroxychloroquine and other 
drugs which were put under restriction for 
exports constitute about USD 600 million per 
annum in overall Pharma exports.

 A Pharma expert opined the export 
restriction by India which is regarded as 
"pharmacy of the world", on export of some of 
the drugs is not justified as the whole world is 
fighting united against coronavirus spread.

Source:ET Healthworld, 6th April 2020
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 Amid serious global attention on 
Covid-19 pandemic, India's Natco Pharma has 
quietly launched the generic versions of 
AstraZeneca's patented anti-diabetes brand 
Farxiga. Natco named its brand Dapnat, which 
will be available in 5mg and 10mg strengths. 
These products will be priced significantly 
lower than the two strengths of Farxiga 
(dapagliflozin) sold in India.

 While Natco has priced its two 
products at INR 15 and INR 19.50 respectively, 
AstraZeneca's Farxiga costs INR 49 and INR 
57 for each tablet.

 The launch gives Natco an entry in the 
rapidly growing SGLT-2 segment that has 
mostly been dominated by global drug makers. 
However, for roughly a year, the segment has 
seen the entry of Indian drug maker Glenmark, 
which launched its versions of remogliflozin at 
a significantly lower price than MNC brands.

 According to information available, 

AstraZeneca has two patents on dapagliflozin 
in India, the first of which expires later this year 
in October and the other in 2023. There is no 
c la r i t y  on  any  in junc t ion  moves  by 
AstraZeneca against Natco, since Indian 
courts are closed due to the continuing 
nationwide lockdown to control the spread of 
Covid-19.

 Natco has been consistently launching 
generic versions of patented drugs at low 
prices. Last December, it launched cut-price 
versions of AbbVie's anti-cancer brand 
Imbruvica in India.

 While health activists have welcomed 
such moves, these have drawn international 
flak from pro-patent lobby groups. The US 
government representatives have criticized 
India for allowing loopholes that failed to 
protect intellectual property rights of global 
companies.

Source: ET Healthworld, 7th April 2020

Natco Launches Cut-Price Copies of Astrazeneca's Patented Anti-Diabetes Drug
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